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gtients snouid be counseled that this procduct does not protect against HIV
niection (AIDS) and other sexually transmittzd diseases.

DESCRIPTION [Supplied by manufactursr]

CLINICAL PHARMACOLOGY

Combination oral contraceptives act Dy suppression of gonadotropins. Althougn
the primary mechanism of this action is inhibition of ovuletion, other aitera-
tions include changes in the cervical mucus (which increase the diTficulty of
sperm entry into the uterus) and the endometrium (which reduce the 1ikelihood of
implantation).

INDICATIONS AND USAGE

Oral contraceptives are indicated for the prevention of pregnancy in women who
elect to use this product as a method of contraception.

Oral contracentives are highly effective. Table 1 1ists the typical accidental
pregnancy rates for users of combination oral contracsptives and other methods
oT contraception. The efficacy of these contraceptive methods, except steriliza-
tion. depends upon the reliability with which they are used. Correct and
consistent use of methods can result in lower failure rates.
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TABLZ Percentage of women experiencing & contracsplive failure during the
first yezr of perfect use and Tirst year of typical use.

¢ of Women Experiencing an Accidental Pregnancy within the
First Yesr of Use

Method Typical Use' Pertect Use®
Chanca 85 85
Spermicides 21 6
Periodic abstinencs 20 1-9
Withdrawal 19 4
Cap

Parous 36 26

Nulliparous 18 9
Spongsa

Parous 36 20

Nulliparous 18 9
Diaphragm 18 6
Condom _

Female 21 5

Male 12 3
Pi11 3

Progestin only 0.5

Combined 0.1
IUD

Progesterone 2 1.5

Copper T 380A 0.8 0.6
Injection (Depo-Provera) 0.3 0.3
Implants (Norplant) 0.09 0.09
Female sterilization 0.4 0.4
Male steriiization 0.15 0.10

! Among typical couples who initiate use of a method (not’necessari1y

for the first time). the percentage who experience an accidental
pregnancy during the first year if they do not stop use for any other
reason.

2 Among couples who initiate use of a method (not necessarily for the
first time) and who use it perfectly (both consistently and correct-
1y). the percentage who experience an accidental pregnancy during the
first year if they do not stop use for any other reason.
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Emergency Contraceptive Pills: Treatment initiated within 72 hours after
unprotacted intercourse raduces the risk of pregnancy by zt least 75%.°

pry

Lactational Am;norrhea Method: LAM is a highly eftective. temporary method o
contraception.

Adapted with permission’.

- * The treatment schedule is one dose as soon as possible (but no more than
72 hours) after unprotected intercourse, and a second dose 12 hours after the
first dose. The hormones that have been studied in clinical trials of postcoita
hormonal contraception are found in the following brands of oral contraceptives:
Nordette. levien, Lo/Ovral (1 dose is 4 pills), Triphasil, Tri-levien (1 dose is
4 yellow pilis). and Ovral (1 dose is 2 pills).

*  However, to maintain effective protection against pregnancy. another
method of contraception must be used &s soon as menstruation resumes, the
frequency or duration of breastfeeds is reduced. bottle feeds are introduced. or

the baby reaches six months of age.
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WARNINGS

Cigarette smoking re the risk of sericu ar sid
Trom oral contraceptive use. This risk incrs nd wit
smoking (15 or more cigarsties per day) and i in
35 years of gge. Women who use oral contracsot g

advised not to smoke.

women
strongly

risks of several
embolism, stroke,
hepatic neoplasiz. and gellbladder disezse. aithough tne risk of serious
morb101ty or mor°‘71Ly is very small in healthy women without underlying risk
factors. The risk of morbidity and mortality increases si 11|1C8ﬂuiy in the
presence of other underlying risk factors such zs hypertension. hyperlipidemias.
obesity and diabetes.

The use of oral contracsptives is associated with incr
serious conditions including myocardial infarcticn. t

() [N
)]

Practitioners prescribing oral contraceptives should bs Tamiliar with the

Tollowing informetion relating to these risks.

The information contzined in this package insert is principally based on studies
carried out in patients who used oral contraceptives with higher formulations of
both asbrogons and progestogens ‘than those in common use today. The effact of
long term use o7 the oral coniraceptives with Tower fTormulations of both
estrogens and progestogens remagins to be determined.

v
-

a
er

ThrouohouL this lebeling, epidemiological studies reportzd are of two tTypes:
retrospéctive or czse control studies and prospeciive or conori studies. Case
con;rol studies provide a mezsure of the relative risk of & disease. namely. a
ratio of the incidence of a disezse among ora1 contraceptive users to that among
nonusers. The relztive risk does not provide information on the actual clinical
occurrence of a disease. Cohort studies provide & measure of atiributable risk.
which is the difverence in the incidence of disease between orzl-contraceptive
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users and nonusers. The atiributzbie risk Coes provide “nvormation abcut the
gctual occurrence 07 & Cisease in tne DOpUiETiIon (Adaptsz from refs. ? and °
with the author’'s permission). For Turther intormgtion. Ins reader is referred

t0 & text on epnidemiological methods.
1. THROMBOEMBOLIC DISCRDERS AND OTHER VASCULAR PROBLZIMS

—i

Myocardiel Infarction

[s7]

- An increzassd risk of myccardial infarction has been ztiributed to oral

contracentive use. This risk is primarily in smckers or wemen with other
underlying risk factors for coronary artery diseazse such as hypertension,
hypercholesterclemiz. morbid obesity. and die The rzigtive risk of heart
attack for current oral contraceptive users he

o]

L

(+8-87.8.810y © The rigk is very low under the

Smoking in combination with oral contraceptive use has besrn shown To contribute
substantially to the incidence of myccardial infarction in wemen in their mid-
thirties or older with smoking accounting for the majority of excess cases ().
Mortality ratss associated with circulatory disease have Zezen shown to increase
substantially in smokers over the age of 35 an
(Table II) among women who use oral contracapt

- O

TABLE II. (Adapted from P.M. Layde and V. Beral. re

‘ CIRCULATORY DISEASE MORTALITY RATES PER 100,000
WOMEN YEARS BY AGE SMOKING STATUS AND ORAL CONTRACEPTIVE USt

AGE EVER-USERS | EVER USERS CONTROLS CONTROLS
NON- SMOKERS SMOKERS NON - SMOKERS SMOKERS
15-24 0.0 10.5 0.0 0.0
0534 Iy 142 2.7 | 42
35-44 21.5 63.4 l 6 4 15.2
45+ 52.4 206.7 | 11.4 27.9

Oral contraceptives may compound the effects of well-known risk factors, such as
hypertension. diabetess, hyperlipidemias. age and obesity (). In particular,
some progestogens are known to decrease HDL cholesterol anc cause glucose intol-
erance. while estrogens may create a state of hyperinsulinism (*¢787617
8y . Qral contraceptives have been shown to increase blooc pressure among users
(see section 9 in WARNINGS). Similar effects on risk factors have been asso-
ciated with an increased risk of heart disease. Oral contraceptives must be used
with caution in women with cardiovascular disease risk factors.
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5. Tnrombcembolism

An increased risk of thromboem2oiic anc thromboiic disezse associatsd with the
use oF oral contracscTives is well established. (Czse control stuciss have found
the ralative risk of users comparsd 10 non-users to be 3 Tor the Tirst ecisocs
o7 superficiel vencus thrombesis, 4 to 1l for desp vein thrombosis or puimcnery
embolism, and 1.5 to ¢ Tor women with predisposing conditions for vencus thrombo-
-~ : S e Am - 2.3,18,20,21,22.23,24 - S e A - -~ o -
ambolic disezse ( J. Cohort studiss have shown the rela-
+ive risk 1o be somewhet lower. about 3 Tor new casss anc sbout 4.2 for new zases
requiring hospitalizztion (**). The risk of thromboembolic disezse due tc orél
contracsptives is nct related to length of use and disappears av-er pill use is
szopped (%) .

A two-to-four-fold increazse in relative risk of past-operative thromboemiolic
complications has besn reporied with the use of oral contracaptives (3% The
reiziive risk of vencus thrombcsis in women who have pragispesing conditicns is
twicz that of women without such medical conditicns (%%°). IF tezsible. ora

coniracentives should be discontinued at least Tour wesks prior T0 and TCr two
waaks after elective surgery of a type associated with an increzss in risk of
thrombosmbolism and during and Tollowing proionged immobiiization. Sincs the

jmmadiate post-partum period is also associated with an incre
boembolism, oral contracentives should be startsed no earlie

we2ks atter delivery in women wno elect not fo breast Teed.

¢c. Cerebrovascular diseases

Oral contraceptives have been shown to incrszse both the reiative and atiribut-
able risks of cerst-ovascular events (thrombotic and hemorrhzgic strokss),
glthough, in generzl. the risk is grsatest among older (>35 years). hyperisnsive
woman who also smoke. Hypertension was found to be a risk factor Tor both users
and non-users., for both types of strokes, while smoking interacted to increase
the risk for hemorrhegic strokes (¥7282%),

[¢)]

In a Targe study. the relative risk of thrombotic strokes hzs besn shown to rang
from 3 for normotensive users to 14 for users with severe hypertension (°°)
The relative risk of hemorrhagic stroke is reporied to be 1.2 for non-smokers who
used oral contracsptives. 2.6 Tor smokers who did not use oral contraceptives,
7.6 for smokers who usad oral contracentives, 1.8 for normotansive users and 25.7
for users with severe hypertension (°°). The atiributable risk is also gresater
in older women ().

d. Dose-related risk of vasculer disease from oral contraceptives

A positive association has been observed between the amcunt oF estrogen and
progestogen in oral contracsptives and the risk of vascular disease
(319233y © A decline in serum high density lipoproteins (HDL) has been re-
ported with many progestational agents ('*'®). A decline in serum high density
Tipoproteins has been associated with an increased incidence of ischemic heart
disease. Because estrogens increzse HDL cholesterol. the net effect of an oral
contraceptive depends on a balances achieved between doses of estrogen and proges-
togen and the nature and absolute amount of progestogens used in the contracep-
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Minimizing exposurs t0 estrcgen and progestogan is in kesping with gocod princi-
pies o7 therapeutics. For any particular estrogen/progestogen combination.the
dosage regimen prescribed should be one wnich contains the lesst amount of estro-
gen anc progestogen that is compatible with a low 7ailure rate and the needs of
the individual patient. New acceptors ¢f orai contraceptive agents should be
started on preparations containing the Towest estrogen contant which produces

satisfactory results in the individual.

e. Persistence of risk of vascular disezse

Theres are Two studies which have shown persistencs 07 risk of vesculer disease
for evary user o f oral contrazceptives. In & stucy in the United States. tne risk
ot developing myocardial invarction avzer discontinuing oral contracesptives per-
sists for at least 9 years Tor wemen 40-48 yezrs who had usec orzl contracaptives
for five or more years, but this increzssd risk was not demonstratsd in other age
groups (B). In another sbuoy in Great Briftzin. the risk of developing cerebro-
vascular disease persisted Tor at le3st 6 yezrs afisr discontinuation of ora
contraceptives, although excess risk was very smzll %), ‘However, both studies
wera pertormed with oral contraceptive Tormulations containing 50 micrograms or
mers o7 estrogan.

2. ESTIMATES OF MORTALITY FROM CONTRACZPTIVE USt

One study ga therad data from a variety of sourcss which have estimatec the mor-
tality rete assocwatzd w1Ln difTerent methods OT contraception at ditierent aces
(Table III). These estimates include the combined risk of death associated with
contraceptive methods plus the risk atzrwoutao le to pregnancy in the event ot
method failure. Each method of contraception has its speciTic benetits and
risks. The study concluded that with the exception of orel contracsptive users
2% and older who smoke and 40 and older who do not smoke, morta11ty agssociated
with 211 methods of birth control is lcw and below that associated with child-

birth.

The observation of a possible incrzase in risk of mortality with age for orzl
gath erad in the 1970's - but not reported
linical practice involves the use of lower
ul restriction of oral contraceptive use
sk factors listed in this 1cDa11no

-

contracoatwve users is basad on dat ta
until 1983(3°). However, current ci
DSLTO"DW formulations combined with cars
to women who do not have the various ri

Becausa ot these chanoes in prac ice end. also, because of some limited new data
whwcn suggest that the risk of Card1ovC<cu1ar disezsa wwth the use of oral con-
traceptives may now be less than previously observed(**%7), the Fertility and
Mcbe nal Health Drugs Advisory Commitiss was esked to review the topic in 1988,
The Committee concluded that although cardiovascular disease risks may be
increased with oral contracaptive use &é7ier age 40 in healthy non-smoking women
(even with the newer low-dose formulations). there are greater potential health
risks associated with pregnancy in older women and with the alternative surgical
anc medical procedures which may be necsssary 17 such wemen do not have access



+o affec=<ve and accsptzble means ofF centraception.
Thersfors. the Commities recommended thet the benefits of orzl contraceptive use
by hezlthy non-smoking women ove" AQ mey outwe10 h the possibie risks. 07 course,
older women, as a1l women who takes qqal contraceptives. should take the lowest
pos5idis dose formuigticn that 15 etvactive.
TABLZ 1.1 - ANNUAL NUMBZR OF BIRTH-RELATED OR METHOD-
RELATED DEATHS ASSOCIATED WTTH CONTROL OF
FERTILITY PZR 100.000 NCN-STERILE WOMEN, BY
CERTILITY CONTROL METHOD ACCORDING TO AGZ
Methed of control  15-18 20-24 25-29 30-34 35-G9 40-44
anc cutcoms
No tTertiiit 7.0 7.4 g.1 14.8 25.7 28.2
control methods*
Oral contracsptives 0.3 0.5 0.9 1.9 13.8 31.6
non-smoker®=
Oral contraceptives 2.2 3.4 8.5 13.2 51.1 117.2
smoker =
IUD*=* 0.8 0.8 1.0 1.0 1.4 1.4
Condom™ 1.1 1.6 0.7 0.2 0.3 0.4
Diaphragm/spermi- 1.9 1.2 1.2 1.3 2.2 2.8
cide*
Periodic abstinence 2.5 1.6 1.6 1.7 2.9 3.6
* Dezths are birth relatad
**Qezths are method related

Adapted from H.W. Ory. rev. #35.
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4. HEPATIC NEOPLASIA

Renign henatic adenomas are associated with orz 1 contraceptive use, although the
incidence of benign tumors is rare in the Unitec States. Indirect CETCU1OLIOHQ
have ostimated the attributable risk to be in .h range ot 3.3 cases/100,000 for
users. & risk that increases after Tour or mo‘e y'a s of use (*'). Rupture of
?Q{gj)ben cn. hepatic adenomas mey cause death through intra-abdominal hemorrhage

cucies 1rom Bf +ain have shown an increased risk of developing hepatocellular
~oinoma (°%%5%%) in Jong-term (>8 years) orzl contraceptive users. Howev-

these cancers are extromoly rare in the U.S. and the attributable risk (the
c=c5 incidence) of liver cancers in oral contraceptive users approaches less
gn one per million users.

i
5

ctm @ O W
XK Y ok

i

5. OCULAR LESIONS

Thers have besn clinical case reperis of retingl thrombosis associe ted with the
use o7 oral contraceptives. Oral contraceptives should be discontinued if therse

is unexplained partial or complex.o Joss of vision; onset of proptecsis cr
dipiopia: papiliedema; or retinal vasculer lesions. Appropriate diagnostic and
therapeutic measures should be undertaken imme diately.
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= C2Al CONTRACZSTIVE USE BEFJRE OR DURING ZARLY PREGNANCY

nidemiological stucies heve ravezizd no increased risk o7 Dirt
wno have used oral contracsptives prior To  pregnancy
}

man re 3
<ac z1so do nct suggest a terztogenic efiect. particuiariy in
i< : Ly I L Y - : 57.58.-
diac anomelies and 1imb resduction defects are concerned (7 58
when Taken inadverzentiy duringc early pragnancy.

The zéministration of oral contraceptives to incuce withdrawal blesding shouid
== be usad as & test tor pragnancy. Oral contraceptives should not be used
curing pregnancy to treat threatened or nebitual abortion. It is recocmmended
—-z= for any patient who has missed Twe consecuTive periods. pregnancy should be

-
P e

14
(

~.izF out befors continuing oral contracsptive use. IT the patient hes not
s=rzrsd to the prescribed schedule. the pessibility of pregnancy shouid bs
—mcidered at the first missad pericd. Orzl contraceptive use should De
~sconTinued 1T pregnancy is contirmed.

T=rier studies have reported an increzsed 1ifetime relative risk of galibiadder
Surgery in users of oral contraceptives anc estrogens (%4%%).  More recent
=—.c<iss. nowaver, have shown that the reiative risk of develcping gallbiadder
CHszzse among coral contraceptive users mey be minimel (5485583 © The recent
=indings of minimal risk may be related to the use oOF oral contracsptive Tormule-
—ions containing lower hormonal doses of estrogens and progestogens.

2. CARBOHYDRATE AND LIPID METABOLIC EFFECTS

ontracentives have been shown to cause glucose intolerance in a signiticant
tage oT users (‘7y. Oral contracesptives containing greater than 75 micro-
of estrogens cause hyperinsulinism, while lower doses of estrogen cause
glucose intolerance (°'). Progestogens increase insulin secretion and
<2 insulin resistance. this effect varving with different progestational

ants (17%8). However. in the non-ciabetic woman. oral contraceptives appear
-2 have no effect on Tasting blood glucose (%%y. Because of these demonsiratad
=FF=cts, prediabetic and diabetic women should be carefully observed while taking
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rz1 contracs
proportion of women wj?l have persistent hypertriglyceridemia while on
1. As discussed earlier (ses Warnings la. and 1.d). changes in serum
cerides and lipoprotein levels have been reported in oral contraceptive
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<. ELEVATED BLOOD PRESSURE

Zn increase in blood pressure hes been reported in women tzking oral contracen-

—ives (7°) and this increase is more 1ikely in older oral contraceptive users

77y and with continued use (°). Data from the Royal College of General

zc=itioners ('2) and subsequent rancomized trials have shown that the incidencs
L

-onsion increases with increzsing concenirations of progestogens.
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Wemsr with_a history of hyperiensicn or nvperansion-reiated disezses. or rsnz;
liszzs2 (7?) should be encouraced to use anotner method of comtracention.  IT
wemer, =iect to use oral contrzcsptives. tney snculd be moniterad closely end i7
sigrniicant elevation of blood pressurs occurs. oral contracsptives shouic og
cisconTinued. For most women. elevatsd Dlocl oressure will resturn o ncrmél
z7zar stopping oral contraceptives ('), anc there is no_diffsrence in the
occur~snce of hyperiension among aver and never users (79773

10. =zADACHE

Tha onset or exacerbation of migraine or cevzicpment of headache with z new
paTern which is recurrent. persistent or severz requires discontinuation of ora’
contrzceptives and evaluation of the cause.

11, 2LZZDING IRR=GULARITIES

Brezk=Arough blesding and spotting are scmetimss encountered in petients on oral
contrzceptives, especially during the Tirst thrse months of use. Non-hormongi
causas should be considered and adeguats dizcrostic measures taken to ruls out
maiignancy or pragnancy in the event of brezkthrough'blesding, as in the case o7
any ztnormal vacinagl bleeding. IT pathology has been excluded. time or a changs
to zncther formulation may solve the preblem. In the event o7 amenorrhea, preg-
nancy should be ruled out.

[o V]

Some women may encounter post-pill amenorrhez or oligomenorrhez, especially wnen
; . Y

such z condition was pre-existent.
PRECAUTIONS
1. General

Patients should be counseled that this product does not protect against HIV
infection (AIDS) and other sexually transmitisd diseases.

2. PHYSICAL EXAMINATION AND FOLLOW UP

It is good medical practice for all women To have annual history and physical
exeminations, including. women using orgl contraceptives. The physical
examination, however, may be deferred until z7ier initiation of oral contracep-
tives if requestad by the woman and judged zopropriate by the clinician. The
physical examination should inciude special reference to blood pressure, breasts.
abdcmen and pelvic organs. including cervical cytology. and relevant laboratory
tests. In case of undiagnosed. persistent or recurrent abnormal veaginal
bleeding, appropriate measures should be conducted to rule out malignancy. Women
with z strong family history of breast cancer or who have breast nodules should

be mcnitored with particular care.
3. LIPID DISOROZRS | |

Women who are being treated for hyperlipidemias should be followed closely i¥
thev elect to use oral contraceptives. Some progestogens may elevate LDL levels

=

a
-
c
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and mey render the control of hyperlipidsmi
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4. LIVER FUNCTICN

Tf jauncice gdevelcos in any woman recsiving sucn rugs, the medicztion should de
NS -~ - T= - Y T -t R T P 3 -
disconTinued Staroid hormcnes may De peorty metzbolized in patients with
impairsd Tiver function.

Orz1 cortracentives may cause some degres of Tiuid retention. Tney should be
prescribed with caution, and only with careful monitoring, in patients with
conditions which might be acgravated by Tluid rstantion.

eMOTIONAL DISCRDERS

(9

sion should be czzrafully observed and the drug
r

S TO Z Serious csgree.

ens wea ers who develop visual changes or changes in lens tolerance
ssessed by an CDnuhclmOIOQTSL

§. DRUG INTIRACTIONS

“icacy and increzsed incidence of brezkthrough bleasding and menstruz]
arities have been associated with concomitznt use of rifampin. A similar
ation. though l=ss marked. has been suggestad with barbiturates, phenyl-
ne. phanytonn soowum and possibly with griseofulvin, cmp1c1111n and
yC

Tines (7%).

in endocrine and liver function tasts and bicod components may be aitected
1 contraceptives:

a. Increzsed prothrombin and factors VII. VIII, IX, and X: decreased anti-
thrombin 3: increased norepinephrine-induced platelet aggregability.

b. Increzsed thyroid binding globulin (TBG) lezding to increzsed circulating
total thyroid hormone, as measured by protein-bound iodine (PBI), T4 by column
or by radwo1mmunoassay Free T3 resin uptak= is decrezsed, rnfieftnng the
elevated TBG, fres T4 concentration is unaltered

c. Other binding proteins mcy be elevated in serum.

d. Sex b1ndznc globulins are wncreased and result in elevated levels of total
circulating sex steroids and corticoids: however. free or biologically active

1eve1s remain unchanged.

e. Triglycerides may be increased.



. Glucose tolerance may be decrsssed

c. Serum folate ievels may be depressed Dy crai contracepiive therapy. This may
be of clinical Ficance iT & woman becomss pregnent shortly étter discontinu-
7’ -

10. CARCINGOGENESI

Ses WARNINGS section.

11. PREGNANCY

Pregnancy Catsgory X. See UONIRATNDICATIONQ and WARNINGS sections.
12. NURSING MOTHERS

Sma1l amounts of cral contraceptive steroids nzve dee identitied in the milk of
nursing mothers and a faw adverse effects on the %11d have been reporta
inclucding jaundice and brezst enlargement. In addition, oral contraceptives
given in the posuocrtum period may intertere with lactation by decreasing the
quantity and quelity of breast milk. If possibie, the nursing mother shou?c be
£ advised not to use oral contir aczptwves but to use cother Torms of contracsptil

until she has completely weaned her child.
INFORMATION FOR THE PATIENT

See Patient Labeling Printed Below

ADVERSE REACTIONS

An increased risk of the following serious adverse reacticns hes been associated
with the use of oral contraceptives (see Warnings section).

Thrombophiebitis

Arterial thromboembolism

Pulmonary emboiism

Myocardial intarction

Cerebral hemorrhage

Cerebral thrombosis

Hypertension

Gall bladder disease

Hepatic adenomas or benign liver tumors

0O00000D00O0

There is evidence of an association between the .o?Towwng conditions and the use
~ of orzal contracentives. although additional confirmatory studies are needed:
C Mesenteric thrombosis
i O Retinal thrombosis
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~wing &dverse reactions have been reporzed in paTients receiving oral
 are believed to be drug-related:

22z OsWL astingl toms (such &s abdominal cramcs and bioating)

Sym
=K wrouﬁh bleeci

D
ng

:.«ncc 1r mynsu ual flow

- r"‘ IOX [

f::porary nnfertTXity atter discontinuation o
—_=ma

MsT zsma which may persist

—f‘*sL changes: tenderness, eniargement, secreticn

~=nge in weight (increase or decrezse)

-=nge in cervical erosion and secretion

7m1nutﬁon in lactation when given immsdiztaly postpartum
estatic jaundics

-
-
t

Treawment

K

\

l()u

(1

(!i

¢

[87]
—_—
(.

(D —

pression
Z=sucaed tolerance to carbohydrates
‘._gina? candidiasis

=nge in corneal curvature (stespening)

;n-ulcr nce to contact lenses

Towing adverse reactions have been reported in users of oral contracsap-
es. znZ *he association has been neither confirmed nor refuted:

=
< (D
=4
(@]

N=Tvousness

T*zziness

=TTsutism

' oss of scalp hair
=—~viheme multiform
=~vthemz nodosum
==morrhagic eruption
V=zinitis

=orphyria

Tmogired renal function
Eemolyvtic uremic syndrome
=udc-Chiari syndrome
~—ne

T-znges in 1ibido

-

Z2ldtis

()OOO()OOOOOOC)OO()OOOOO
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OVERDCSAGZ

Serious i1 effacts have not been reporzed Tollowing acute ingestion ov large
doses oF oral contraceptives Dy young cChildren Jvardosacs may Cause nauses, anc
withdrawel bleeding may occur 1n TE€maies

NON-CONTRACEPTIVE HEALTH BENEFITS

The folicwing non-contrzceptive health benefits relaiec 1o the use ot oral
supported by epidemiological studies which largely utilized
T

contracsptives are 1 _ mi : _ 1
oral contracentive formulations containing %§2399§Q799§95 exceeding 0.035 mg of
ethanol sstradicl or 0.05 mg of mestranol (7= =),

Efv=cts on menses:

o increzsaec menstruzl cycie regularity N

o decrazsed blood loss and decrezsed incicence of iron deficiency anemia

o decreased incidence of dysmenorrnes

Eff=cts ralatad to inhibition of ovulation:

o decreased incidence of functional ovarian cysts

© dercreszsed incidence of ectopic pregnancies

EfTects from long-term use:

i incidence of Tiproadencmas and Tibrocystic disease of the

C decreased
brezst
O dacreased incidence of acute pelvic inTlammatory disease
o decressed incidence of endometrial cancer
o decreased incidence of ovarian cancer
DOSAGE AND ADMINISTRATION

tiveness, (insert name of the drug) must

To achieve meximum contraceptive efiec :
intervals not exceeding 24 hours.

be taksn exactly as dirscted and at

[(Manufacturer to supply approprizte information regarding endometriosis and
hypermenorrinez where applicable.)

(Manufzctursr to supply information on routine administration and specific
instructions on handling problems such as breakthrough bleeding, amenorrhea, etc.
that agress with the simplified. standardized text (HOW TO TAKE THE PILL) for the

patient.]
HOW SUPPLIED

[Manufecturer to supply informaticn on available dosage forms, potency, color,
and packaging.]

DATE OF LATEST REVISION: Aug 1994



}—

[AS]

o

10.

11.

1-
32
"
=
—
=
9]
o)
[
[ 2N )
(]
J=
=
(@]
i
1]
(6]
-
(92}
\\
N ¢]
(l‘)
g
—
I$Y)
[{®]
(D
[}
(03]

RENCZ

-
Q»-._
i

7
W

1 J. Stewart F. et &i. Contraceptive Technology:
ition. New York. NY: Irvington Pubiishers., 1694,

cel B.YV.: Orzl contraceptives and carciovascular dissase. (Pt. 1). New
1 ] el :

Stadel. B.V.: Oral contracsptives and carciovascular disease. (PL. 2). New
England Journal of Medicine, 305:672-677. 1°98l.

Acem, D.A., anc M. Thorogood: Oral contrzcepiion and myocardial infarction
revisited: the effects of new preparations and prascribing patierns. Brit.
J. Obstet. and Gynec.. 88: 838-845, 1961.

Menn, J.I.. and W.H. Inman: Oral contracsptives and deazth from myccardial
infarction. Brit. Med. J.. 2 (5963): 245-248, 1875.

Mann, J.I.. M.P. Vessey, M. Thorogood. and R. Doll: Myocardial intarction
in young wonien with special referencs to orza] contraceptive practice. Brit.
Med. J., 2(5950): 241-245, 1975.

Royal College of General Practitioners’ Oral Contraception Study: Further
analyses of morfzlity in oral contraceptive users, Lancet. I: 541-546.
1681. ’ '

Slone, D.. S. Shapiro, D.W. Kaufman, L. Rosenberg. 0.S. Miettinen, and P.D.
Stolley: Risk of myocardial infarcticn in relation to current and
discontinued use of oral contraceptives. N.E.J.M., 305: 420-424, 1981.

Vessey, M.P.: Female hormones and vascular disease-an epidemiological

“overview. Brit. J. Fam. Plann., 6: Supl. 1-12, 1880.

Russell-Briefel. R.G.. T.M. Ezzati, R. Fulwood, J.A. Perlman and R.S.
Murphy: Cardiovascular risk status and oral contraceptive use. United
States., 1976-80.

Goldbaum. G.M.. J.S. Kendrick. G.C. Hogelin. and E.M. Gentry: The relative

impact of smoking and oral contraceptive use on women in the United States.
J.A.M.A., 258: 1338-1342, 1987.



13.

14.

17.

18.

18.

20.

21.

Layde, P.M.. and V. Beral: Furtner anglyses ot mortaiity in oral contracep-
tive users: Roval College Generz. Practitioners’ Orzi Contraception Study.
(Tabie 5) Lancet. 1: 541-546, 1%81

Knooo. R.H.: Arteriosclerosis risk: the roies o7 n ntive
postmenopausal estrogens. J. of Reproc. Med., 31 (%) (Suppiement): 913-8¢1,
1986.

Krauss. R.M.. S. Roy. D.R. Mishell, J. Casagrande. and M.C. Pike: Effects
0F two low-dose oral contracentives on serum 1ipids and lipcproteins:
Differential changes in high-density lipcproteins subclasses. Am. J.
Obstet. Gyn., 145:446-452, 198C.

wahl, P.. C. Walden. R. Knopp. J. Hoover. R. Weliace, G. Helss, and B.
RiTkind: Effect of estrogen/progestin potency on 1lipid/lipoprotein
cholesterol. N.E.J.M.. 308: 862-867, 1°83.

Wynn. V.. and R. Niththyananthan: The effect‘of prggestin in combined oral
contraceptives on serum 1lipids with special refersnce to high-density
1ipoproteins. Am. J. Obstet. and &yn.. 142:766-771, 1982.

Wynn. V.. and I. Godsland: Effects ov oral contracesptives on carbohydrate
metabolism. J. Reprod. Medicine, 31 (9) (Supplement): 882-897, 1986.

LaRose, J.C.: theroscWerotic risk factors in cardiovascular disease. J.
Reprod. Med.. 31(9) (Supplement): 906-912. 1986.

Inman. W.H.. and M.P. Vessey: Investigations of desath from pulmonary,
coronary. and cerebral thrombosis and embolism in women of child-bearing
age. Brit. Med. J.. 2(8389): 183-199. 1968.

Maguire, M.G.. J. Tonascia, P E. Sartwell. P.D. Stolley, and M.S. Tockman:

Increased risk of thrombosis due to oral contraceptives: & further report.
Am. J. Epidemiology. 110(2): 188-195. 1979.

Pettiti, D.B.., J. Wingerd, F. Pe]?egrin. and S. Ramacharan: Risk of
vascular disease in women: smoking. oral contraceptives. non-contraceptive
estrogens. and other factors. J.AM.A.. 242: 1150-1154, 1979.



22.

24.

27.

28.

28.

30.

31.

, OC LABELING GUIDANCE - PI (5/93)

0
[97]
uy o
Mm =
no
D

Vessey, M.P.. and R. Doll: Investigation oi

: . NVestig: reletion betwesn use of orei
contraceptives and thrombosmbolic disease, t

S
3
-

=

Vessey. M.P., and R. Doll: Investigation of relation between use of ore
contracentives and thrombcembolic disease. A further repori. Brit. Mec.
J.. 2(5638): 6351-657, 15¢6%.

Porter, J.B.. J.R. Hunter. D.A. Danjelson, H. Jick. and A. Stergachis: Orzi
contracentives and non-fatal vascular disezse-recant experience. (bstet.
and Gyn.. 59(3): 299-302. 1%82.

Vessey, M., R. Doll. R. Peto. B.Johnson, anc P.Wicgins: A Tong-term Tollow-
up study ot women using a1jrerent_methgcs of contraception: an interim
report. J. of Biosocial. Sci., 8: 375-427, 1876.

Royal College of General Practitioners: Oral contraceptives, Venous
+hrombosis. and varicose veins. J. of Royz: College of General Practitio-

ners, 28: 383-399, 1978.

Collaborative Group for the study of stroke in young women: Oral contracep-
tion and increaseu risk of ceresbral ischemiz or thrombosis. N.E.J.M., Z288:
g871-878, 1973.

Petitti, D.B.. and J. Wingerd: Use of

_ oral contraceptives, cigarstte
smoking, and risk of subarachnoid hemorrhage.

Lancat, 2: 234-236, 1978.

Inman. W.H.: Oral contracentives and fatzl subarachnoid hemorrhage. Brit.
Med. J.. 2(6203): 1468-70. 1879.

Collaborative Group for the study of stroke in young women: Oral contracep-
tion and stroke in young women: associated risk factors. J.AM.A., 231:

'718-722, 1975.

Inman, W.H.. M.P. Vessey.. B. Westerholm, and A. EngeTund: Thromboembolic
disease and the steroidal content of oral contracsptives. A report to the
Committee on Safety of Drugs. Brit. Med. J., 2: 203-209, 1870.



.

cC L

(@)
(@8]

34.

38.

39.

40.

41.

1o

BELING GUIDANCZ - PI (&/SC) Page 21
Mezde. T.W.. G. Gresnberg. and S.Z. Thompson: Procestogens and cardiovascu-
lar reactions asscciztad with orai contracentives ang & comparisen of the
safety of 50- and 35-mcg oestrogsn preparaticns. 3rit. Med. J.. 280(8224):
1157-1161, 1980

Kay. C.R Progestogens and artarial disezss-svicancs from the Rovél
Coilege of General Practitioner’s study. Amer. J. Obstet. Gyn.. 142: 782-
7€5,1882.

Royal College of General Practitioners: Incidence of arterial disease ameng
oral contracepntive users, J. Coll. Gen. Pract., 33: 75-82, 183

Ory, - Mortality associated with Tertility anc Tertility control: 1988
Fa muT Plcnn1ng Perspectives, 15: 50-56. 1883.

Porter. J.B., J. Hunter, H. Jick. et &l.: Oral contraceptives and nontatal
vascular disezse. Obstet. Gynecoi. 66: 1-4

Porter. J.B., J. Hershel, AM. wciker. Mortality among oral contracesptive
users. Obstet. Gynecol., 70: 29-32, 1887.

The Cancer and Steroid Hormone Study of the Centers for Disease Control and
the National Institute of Child Health and Human Development: Oral-
contraceptive use and the risk of breast cancer. N.E.J.M., 315: 405-4i1,
1986.

Pike, M.C., B.E. Hen
in young women and
formulation and 3

son, M.D. Krailo, A. Duke. and S. Roy: Br
of oral conuraczpuwves pcssible modifyin
use. lLancet, 2: 926-829, 1983,

() (D

der
use o
ge at

Spears. and J.M. Kaldor: Oral contracepntives
st

“udy. Brit. Med. J.. 293: 723-725. 1986.

Paul, C.. D.G. Skegg, G.F.S.
national

and breast cancer: A n

Miller. D.R., L. Rosenberg, D.W. Kaufman. D. Schottenfeld, P.D. Stolley.

~and S. Shap1ro Breast cancer risk in relation to early oral contraceptive

42.

use. Obstet. Gynec.. 68: 863-8€8. 1080

Olson. H.. K.L. Olson. T.R. Moller, J. Ranstam, P. Holm: Oral contracseptive
and breast cancer in young women in Sweden (letter). lancet, 2: 748-74%,
1987.



g

Q
O

>
)

5N
U

48.

50.

o
p—1

52.

{

53.

BELING GUIDANCE - PI (5/S3) - Page 22
McPherson. K.. M. Vessey, A. Neil. R. Dci:. L. Jones. and M. Rooerus Sariy
contraceptive use and breast cancer: Resuits O another case-control stucy.
Brit. J. Cancer. 56: 653-060. 1987

“uocins. G.R.. and P.F. Zucker: Orzl conTraceptives and neopiesia: 1857
uyngate. Fertil. Sterili., 47: 733-781. 1S%7

McPherson, K., and J.0. Drife: The pci
uncertainty? Brit. Med. J.. 293:70° i

Snapiro, S: oral contracsptives: time to take stock. NEJIM, 315: 450-45%.
1637,

Ory, H.m Z. Naib, S.B8. Conger, R.A. Hatcher, and C.W. Tyler: Contraceptive
choice and prevalence of cervical dvsplesia and carcinoma in situ. Am. 3.

Obstet. Gynec., 124: 573-577. 1576

Vessey, M.P.. M. Lawless, K. McPherson, D. Yeates: Neoplasig of the cervix
uteri and contracention: a possibie adverses effect of the pill. Lancet, 2
¢30, 188G.

Brinton. L.A.. G.R. Huggins, H.F. Lshman. K. Malli., D.A. Savitz, E.
Trapido. J. Rosenthal, and R. Hoover: Long term use of oral contraceptives
and risk of invasive cervical cancer. Int. J. Cancer. 38: 339-344, 1986.

WHO Collaborative Study of Neoplasia and Steroid Contraceptives: Invasive
gervica] cancer and combined orzl contracedptives. Brit. Med. J., 290: 961i-
865, 1985.

Rooks, J.B.. H.W. Ory, K.G. Ishak. L.T. Strauss, J.R. Greenspan, Hill, and
C.W. Tyler: Epidemiclogy of heoaLaccTTu1ar adencma: the role of oral
contraceptive use. J.A.M.A., 242: 644-548, 1979.

Bein. N.N., and H.S. Goldsmith: Recurrent massive hemorrhage from benign
henatic tumors secondary o0 orzl contracentives. Brit. J. Surg.. 64: 433-
435, 1977.

Klatskin, G.: Hepatic tumors: possible relationship to use of oral
contraceptives. Gastroenterology. 73: 386-394, 1977.



O
(O3]

(€]
()

($2]
o0

(04
No]

o)
L

62.

63.

64.

BSUING GUIDANCE - PI

AreaN : - e .
0/83) Szge 2

—

Henderson, BE. Preston-Mertin. HA Ecmoncson. RL Peters, and MC Pike

Honmatpnceliular carcinoma and ora’ contracsoiives. 32rit J Cancer, 48:437-

440, 1G83.

Neuberger. J.. D. Formen, R. Doli. anc R. Wiiiiams: Orai Contraceptives and

neoatocellular carcinome. Srit. Med. J., 282: 1323-1357, 1986

Farman. D:. T.J. Vincent. and R. Dol1: Cancer of the Tiver and orz]

contraceptive. Brit. Med. J., 262: 1357-1C&1. 1986

Harlap. S.. and J. Eldor: Births following oral contraceptive Tailures.

Obstet. Gynec., 55: 447-452, 1980.

Sevoiainen. E.. E. Saksela. and L. Saxen: Teratogenic hezards of orzl
es analyzed in a nationzl meiformetion register. Amer. J.
-

en
contracaptiv 1 0
Cbstet. Gynec., 140: 521-524, 1881.

oral contraceptives and

Janerich. D.T.. J.M. Piper, and D.M. Giedatis
73-79. 1S20.

g
birth dsfects. Am. J. Epidemiciocy, 1i2: 73

Ferencz. C., G.M. Matanoski, P.D. Wilson, J.D. Rubin. C.A. Neill, and R.
gutber1et: Maternal hormone therapy and congenital heart disease.
Teratology, 21: 225-239, 1980.

Rothman, K.J.. D.C. Fyler. A. Goldbatt. and M.B. Kreidberg: Exogenous
hormones and other drug exposures OT children with congenital heart
disease. Am. J. Epidemiology. 109: 433-43S. 1979.

Boston Collaborative Drug Surveillance Program: Oral contracesptives and
venous thromboembolic disease. surgically confirmed gall-bladder disease.
and breast tumors. Lancet. 1: 1368-1404, 1573.

Royal College of General Practiticners: Oral contraceptives and health. New

York, Pitman. 1974, 100p.

Layde, P.M., M.P. Vessey. and D. Yeates: Risk of gall bladder disezse: a
cohort study of young women attending family planning clinics. J. of
Epidemiol. and Comm. Health. 36: 274-278, 1°82.

Rome Group for the Epidemiology and Prevention of Cholelithiasis (GREPCO) :
Prevalence of gallstone disease in and Italian adult female population. Am.
J. Epidemiol., 119: 796-805. 1984.



(@)
~1

Ty
%l

(9 §]
fn

Strom. B.L.. R.7. Temragouri., M.L. Morss, .. Lazar, S.L. West. P.2.
Stolley. znd J.K. Jones: Oral contracsstives and other risk Tactors Tor
cail blaccer disezse. Clin. Pharmecol. Tner., 3G: 335-341. 1985

Wynn. V., P.W. Acams. I.F. Godsianc. J. Meirose. R. Niththyananthan, N.u.
Cakiey. and A. Sesci: Comparison of ei7zcis of ditierant combdined orai-
contracentive Tormuiztions on carbonydrzis and 1ipid metabolism. Lancst, 1:
1045-104¢, 1879

Wynn. V.: Effect of progesterone and progescins on carbohydrate metabolisa.
in Progesterone anc Progestin. Editec oy C.W. Ba ”om.. £. Milgrom. =,
Mauvis- “Jarvis. New York. Raven Press, ©

Periman, J.A.. R.G. Roussell-Bri fe T.M. Ezzati, and CG. Lisberknscht:
Oral gluccse tolerance and the potancy ot oral contraceptive progestogens.
J. Chronic Dis., 38: 857-8c4, 18&s.

Generz] Practitioners’ Orzi Contraception Study: Efvect on
diseass o progestogen component in comdined
l: 624, 19//.

Royal Colliege of
Hypertensicn and ber
oral contraceptives. Lancet.

isch, I.R.. and J. frank. 0Orag! cocntracsptives and blood pressure.
AM.A., 237: 2499-2503, 1977.

Laragh, A. J.: Oral contraceptive induced hypertension - nine years later
J. Obstet. Gynecol., 126: 141-147, 1976.

Ramcharan. S.. E. Peritz. F.A. Pellegrin, and W.T. Williams: Incidence ©
hypertensicn in the Walnut Creek Contraceptive Drug Study cohert, In
Pharmacoicgy of steroid contracsptive drugs. Edited by S. Garattini &
H.W. Berendes. New York, Raven Press. pp. 2/7-288, 1977. (Monographs of th
Mario Negri Institute for Pharmacological Resezrch. Milan.)

Stockley, I.: Interactions with orel contraceptives Pharm, J.. 216: 140-
143, 1976. -

Tne Cancer and Steroid Hormone tudy of the Centers for Disease Control and
the National Institute of Chwtd Hez tn and Human Development: Oral
conLracophwve use and the rwsk of ovarian cancer. J.A.M.A.. 249: 1596-15299,

1C883.



Nw

OC LABELING GUIDANCE - PI (£/93) Page 25

75.

78.

73.

80.

The Cancer and Steroi }Jormonc Tu

of the Centers fcr Disease Control and
1th anc Human Deveiopment: Combinaticn
o

Y
K encometrial cancer. J.AM.A., 257

d
the Nationa! Institu te of Child He
oral contracsptive use and the ris
786-800, 158y

“h o3

Ory. H.W.: Functional ovarian cysis and oral contraceptives: negative
associaticn confirmed surgically J.A.M.A.. 228: 68-¢5. 1974.

RE®]
j

H.W.., P. Cole, B. MacMahon. and R. Hcover: QOrzl contraceptives and
zse

e uced risk of benign breast dise NEJ.M.. 294- 41-422, 1976.

Ory. H.W.: Tne non-contracsptive hezlth benefits ¥rcm oral contraceptive
usz. Fam. Plann. Perspectives, 14: 182-184, 1882.

Ory. H.W., J.D. Forrest. and R. Lincoin: Making Chcices: Evaluating the
health risks and benefits of birth control methods. New York, The Alan

Gutimacher Institute, p.1. 1G883.



£

S 0C LABEZLING

p - - P e LT A0 AT el \uf -
GUIDANCE - BRIzZr SUMMARY PPT {&/CC) Pace 26

.

LABELING GUIDANCE FOR COMBINATION ORAL CONTRACEPT
PATIENT PACKAGZ INSzxT

BRIEF SUNIMARY
Revised: February 3, 1523
echnical corrections: September 1988
Revised (@ > 40): February 1890
Revised AmqaogqﬂA INSTRUCTIONS FCOR USE): March 1922
Revised (STD statements): April 18S3

Revised (Phys. Exam): June 1583

Revised (Contraceptive efficacy compariscn zable): Aug 1994
LAST REVISION: Aug 1854
(WPTile OCLAB94)



C

LABZLING GUIDANCE FOR COMBINATICN ORAL CONTRACEPTIVES
PATIENT PACKAGZ INSZRT
BRIEF SUMMARY
Revised Auc 1¢ts

PROPRIETARY NAME (ESTABLISHZD NAME)

This proaucz (Tike &11 oral contraceptives) is intended to prevent pregnan-
cy. It does not protect against HIV infection (AIDS) and other sexually
transmitted disezses. !

Orzl contraceptivaes. &@1so known as "birth Pont""? 5i11s" or "the pill", are tak
TOo prsvenu pregnancy cﬂc when takon correctiy. have a Teai
per vear when us:c without mws ing any pw]?c Tne typical vailures
numbers oFf pill users is 1es s than 3% per yeir when women who miss D11l
inciuded. For most women o ral contraceptives arez also free of serious
unpieasant side ef7ects. However, forgetting o take pills considerad
increases the chances oOT pregnancy.
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For the mejority of womsn. oral contraceptives can be taken sefely. But there
are some women wnc are et high risk of developing certain serious diseases that
V.

can be TiTe-thrsatening or may cause temporary permanent disabilit The risks
associated with taking oral contraceptives increzzse significantly 1T you:

O smoke o o

© have high blood pressure, diabetes, hich cholesterol

O have or have hed clotting disorders., heart attac stroke, angina

pectoris. cancer of the breast or sex orgens. Jjaundice or malignant or
benign 1iver tumors.

You should not take the pill i7 you suspect you are pregnant or have unexplained
vaginal bleeding.

Cigarette smoking increases the risk of serjous cardiovascular side effects from
oral contraceptive use. This risk increases with age and with heavy smok1ng (15
or more cigarettes per day) and is quite marked in women over 35 years of age.
Women who use oral contraceptives are strongly advised not to smoke.

Most side effects of the pill are not serious. The most common such effects are
nausez, vomiting. blesding between menstrual periods, weight gain, breast tender-
ness. and difvi uiLy wearing contact 1ensss These side effects. especially
nausea and vomiting. may subside within the first three months of use.

The serious side ffecLs of the pill occur very infrequently, especially iT you
are in good health and are young. However, you should know that the following
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mediczl conditicns have been associzted with or mede worss 2y The pi

1. Blocds clots in the legs (thrombopnlebitis). Tungs (oulmcnary embolism)
sTopcage or rupturs oF @ biocod vessel in ,he orzin (strcks). biockage of blocd
vessels in the hezrt (heart attack or angina pectoris) or other organs of the
bedy. As mentioned zbove. smoking increzses the risk of hezrt attacks and
strokes and subssguent serious medicazl conssguencss.

2. Liver tumors. which may rupture and cause severs Diszding. A pessible but
not detinite ass oc.atwon has been found with the piil and Tiver cancer. However,
liver cancers ares extremely rare. The chance of develcping liver cancer from
using the pill is thus sven rarer.

3. High bloed pressure, although biood pressurs usua
T i11 1s stopped.

|

he symptoms associated with these serious side efrectis are discussed in the

1ed Teaflet given to you with your supply of pilis. Noctify yvour doctor or
h care proviger if you notice any unusual physic 51 disturbances while taking
i In addition, drugs such as ritampin, as well &s some anti-convulsants

1. we |
ome antibiotics may decrease oral conirace ptive ef'ec iveness.

t 0. —

e

et

es

the ;

and

Studies to date of women taki the pill have not shocwn an increase in the
I

incidence of cancar of the b t or cervix. There is, however, insufficient
evidence to rule out the pessibility that pills may cause such cancers.

ng
ES

-
i
e
=

Taking the pill provides some important non-contraceptive benefits. These
include Tless painful menstruation, less menstrual biood loss and anemia, fewer
pelvic infections. and fewer cancers o7 the ovary and the 1ining of the uterus.

Be sure to discuss any medical condition you mey have with your hezlth care
provider. Your health care provider will take & medicz] and family history
before prescribing oral contraceptives and wiil examine you. The physical
examination may be delayed to another time iT you request it and the health care
provider believes that it is a good medical practice to pesipons it. You should
be resexamined at least once a year while faking ora] conuracaptwves The
detailed patient information booklet gives you further information which you
should read and discuss with your health care provider.

This product (1ike all oral contraceptwves) is intended to prevent pregnancy.
It does not protect against transmission of HIV (AIDS) and other sexually
transmitted diseases such as chiamydia, gential herpes, genital warts, gonorrhea,
hepatitis B, and syphilis.
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INST=_ZTIONS TC PATIENT

(/)

HOW TO TAKE THE PILL

IMPORTANT POINTS TO REMEMBER

BEFO=Z YOU START TAKING YOUR PILLS:

£ SURE TO READ THESE DIRECTIONS:
C*‘~r= you start taking your pr?s
~viime vou ars not sure what to do.

Tnz RIGHT WAY TO TAKZ THE PILL IS TO TAKZ ONE PILL EYERY DAY AT THE SAME

; M""
b s

—

L]

+

< you miss pills you could get pregnant. This inclucss starting the pack

|

wdy

. 3' m
(l)

= more piils you miss, the more likely vou are to get pregnant.

M NY WOMCN HAVE SPOTTING OR LIGHT BLEEDING. OR MAY FEEL SICK TO THEIR STOMACH
RING THE_FIRST 1-3 PACKS OF PILLS.
F_you Teel sick to your stomach, do not stop taking the pill. The problem
=11 usually go away. IT it doesn'i. go anv check with your doctor or
clinic. '

#ISSING PILLS CAN ALSO CAUSt SPOTTING OR LIGHT BLEEDING. even when you meke
LD these missed pills.

Cr the days you take 2 pills to make up for missed pills, you could also Teel
¢ 1ittle sick to your stomach.

{
i

5' b

'!

l

IF YOU HAVE VOMITING OR DIARRHEA, for any reason, or

T’ YOU TAKE SOME MEDICINES. inciuding some antibiotics, your pills may not
wecrk as well.

Use a back-up method (such as condoms, foam, or sponge) until you check with
your doctor or clinic.

I YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL., talk to your doctor or
clinic about how to make pill-taking easier or about using another method of
Eirth control.

i YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN THIS
LZAFLET, call your doctor or clinic.



BEZORE YOU START TAKING YOUR PILLS

1. DECIDE WHAT TIME OF DAY YCU WANT TO TAKE YCUR PILL.
It is important to take it at about the same time every day.
2. LOOK AT YOUR PILL PACK TO Sct IF IT HAS 21 OR 28 PILLS:

The 21-pi11 pack has 21 "active" [insert coior] pills (with normecnas) to take
for 3 wesks. followed by 1 week without piils.

The 28-0i11 pack has 21 "active” [insert color] piils (with hormenes) to take
Tfor 3 wesks, Tollowed by 1 week of reminder [insert color] piils (without
hormones) .

3. ALSC FIND:

£ % 1) wheres on the pack to start taking pills.

2) in what order to tzke the pills (follow the arrows) and

3) the wesk numbers as shown in the picture below.

Diagram of
pill pack,

[label colors]

4. BE SURE YOU HAVE READY AT ALL TIMES:

ANOTHER KIND OF BIRTH CONTROL (such as concdoms, foam or sponge) to use as a
back-up in case you miss pills.

AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRST PACK OF PILLS:

) You have a choice of which day to start taking your first pack of pills. Decide
S with your doctor or clinic which is the best day for you. Pick a time of day
which will be easy to remember. -
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DAY 1 START

1. Take the Tirst "active" [insert cclior] piil of the Tirst pack during the
Tirst 24 hours of vour period.

[AS]

You will not need tc use & back-up method of birth centrol, since you ars
starting the pill at the beginning of your perioc.

SUNDAY START:

it you have sex
e next Sunday (7

1. Take the first "active" [insert color] piil of the first pack on the Sundav
aTt:r vour _period starts. even iT you are still Dleeding. If your periocd
begins on Sunday. start the pack that same day.

2 Use another method of birth control &s 2 back-up method
anytime fTrom the Suncay you start your Tirst pack until th
days). Condoms, fozm. or the sponge ars good back-up methods of birth
contrel
WHAT TO DO DURING THE MONTH:
17 TAKE ORE PILLC AT THz SAME TIME EVERY DAY UNTIL THz PACK IS EMPTY.
Do not skip pills even i you are spotting or bleading between monthly
periods or feel sick to your stomach (nausez).
Do not skip pilis even iT you do not have sex very ofien.
2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF PILLS:

21 pills: Wait 7 days to start the next pack. You will probably have your
period during that wesk. Be sure that no more than 7 days pass between
21-day packs.

28 pills: Start the next pack on the day after yocur last "reminder" pill.
Do not wait any days between packs.
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WHAT TO DO Ir YOU MISS PILLS

¥ you MISS 1 [insart color] "active

T you MISS 2 [insert color]

1. Take it as soon as you rememper. T
time. Tnis means you may taks 2 pil

ake the next pill at your regular
1s in 1 day.

You do not nesd to use a back-up birth control method iT you have sex.

17s in 2 row in WEZK 1 OR WEEK 2 o7 your

N

"

active” i

pack:

1. Take 2 pills on the day you resmember znd 2 pills the next day.
2. Then take 1 pill a day until you Tinish the pack.
3. You MAY BECOME PREGNANT if vou have sex in the 7 _davs atter you miss

pills. You MUST use another birth ccnirol method (such as condoms.
foam, or sponge) as a back-up Tor thoss 7 days.

If you MISS 2 [insert color] "active"” pills in a row in THE 3rd WEEK:

1.

~
~

If you are a Day 1 Starter:
THROW OUT the rest of the pill pack and sizrt a new pack that same day.

If you are a Sunday Starter:

Keep taking 1 pill every day until Sunday.

On Sunday. THROW OUT the rest of the pack and start a new pack of pills that
same day.

You may not have your period this month but this is expectsd. However, if
you miss your period 2 months in a row. czil your doctor or clinic because
you might be pregnant.

You MAY BECOME PREGNANT if you have sex in the 7 davs after you miss pills.
You MUST use another birth control method (such as condoms, Toam. or sponge)
as a back-up for those 7 days.
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1¥ vou MISS 3 OR MORE [insert colicr] "active” pills in a row (Curing the Tirst
3 wesks)

t—

if.you are a Day 1 Starter:

ROW OUT the rest of the pi'l pack and start & naw pack that same day
If you are a Sunday Starter:
Kesp tzking 1 pill every day u untii Sunday. ‘ ‘
On Sunday, THROW OUT the rest of the pack and start a new pack of pills that
seme day.

—fy

You m2y not have your period this month but this is expected. However,

i
vou miss your period 2 months in & row. czii your doctor or clinic because
veu m15hb be pregnant.

(A8

3. Vou MAY BECOME PREGNANT if you have sex in the 7 _davs arter you miss pills.
You MUST use another birth Control methed (such as condoms, foam. or sponge)
zs & back-up for those 7 days.

REMINDER FOR THOSE ON'28-DAY PACKS:
ou forget any of the 7 [insert color] "reminder” piils in Week 4.

+—t >
< l'
o

T
THROW AWAY the pills you missed.
Keep taking 1 pill each day until the pack is emply.

You do not nesd a back-up method.

FINALLY, IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU HAVE MISSED:

Use a BACK-UP METHOD anytime you have sex.
KEED TAKING ONE ACTIVE PILL EACH DAY until you can reach your doctor or clinic.

%
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LABELING GUIDANCE FOR COMBINATION CRAL CONTRACZPTIVES

(DETAILED) PATIZNT PACKAGZ INScRY

PROPRIETARY NAME (ESTABLISHED NAME)

This product (Iike all oral contraceptives) is intended to prevent pregnancy.
It does not protect against HIV (AIDS) and other sexually transmitted diseases.

DESCRIPTION [Supplied by manufacturer]
INTRCDUCTICN

Any weoman who considers using oral contraceptives (the birth control pill or the
pili) should understand the benetits and risks of usingc this form of birth
control. This leaflet will give you much of the informaiion you will nead to
make this decision and will also you determine i7 you are at risk oF developing
any of the serious side effects of the pill. It will tell you how to use the
pill properly so that it will be as effective as possible. However, this leafiet
is not & replacement for a careful discussion between you and your health care
provider. You should discuss the intormaticn provided in this leaflet with him
or her, both when you Tirst start taking the pill and during your revisits. You
should also follow your health care provider's advice with regard to regular
check-ups while you are on the pill.

EFFECTIVENESS OF ORAL CONTRACEPTIVES

Oral contraceptives or "birth control pills" or "the pill" are used to prevent
pregnancy and are more effective than other non-surgiczl methods of birth
control. When they are taken correctly. the chance of becoming pregnant is less
than 1% (1 pregnancy per 100 women per year of use) when used perfectly, without
missing any pills. Typical failure rates are actually 3% per year. The chance
of becoming pregnant increased with each missed pill during a menstrual cycle.

In comparison. typical failure rates for other non-surgiczl methods of birth
control during the first year of use ars as foilows:
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Comparison of reversible contraceptive methods: Percentage of women experiencing
& contraceptive failure (pregnancy) during the first year of use.

.................................................................................

% of Women Experiencing a
Pregnancy within the
First Year of Use

M=thod - Average Use Correct Use
- No contraception _ 85 85

Spermicides 21 6
Pericdic abstinence 20 1-6°
Withdrawal 19 4
Czp

Given birth 36 26

Never given birth 18 9
Sponga

Given birth 36 20

Never given birth 18 8
Oizphragm 18 6
Condom

Female 21 5

Male 12 3
Pill 3

Progestin only 0.5

Combined 0.1
1ub

Progesterone ' 2 1.5

Copper T 380A 0.8 0.6
Injectzbles 0.3 0.3
Implant 0.09 0.08
Emergency Contraceptive P111s Treatment initiated within 72 hours after

unprotected intercourse reduces the risk of pregnancy by at least 75%.
Lactational Amenorrhea Method: LAM is a highly effective, temporary method of
contraception.

---------------------------------------------------------------------------------

Adapted with permission’.

5 Depending on method (calendar. ovulation, syptom-thermal)
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WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES

Cigaretze smoking increzses the risk of serious cardiovasculer side efvects Trom
oral ccntraceniives use. Tnis risk increases with age and with heavy smoking (13
or mors cigarettas per day) and is guite marked in women over 35 years oT age
Women who use oral contracaciives are strongly zdvised not to smoke.

2, you should not take the pill
<. You should also not use the

Some women should not u E
if you ar= pregnant or
pill iT you have zny 0

he pill. For examp
k

s

c A history oF heart attack or stroke.

¢ Blood ciots in the legs (thrombophiebitis), Tungs (pulmonary embolism).
or eyes.

c A history of blood clots in the desp veins of your legs.

c Chest pzin (anging pectoris).

© Known or suspected breast cancer or canczr of the lining of the uterus,

cervix or vigina.

© Unexplained vaginal bleeding (until a dizgnosis is reached by your
doctor).

o Yellowing of the whites of the eyes or of the skin (Jjaundice) during
pragnancy or during previous use of the pill.

o Liver tumor (benign or cancerous).

© Known or suspected pregnancy.

(D

Tell your health care provider if you have ever had any of these conditions.
Your health care provider can recommend & safer method of birth control.

OTHER CONSIDERATIONS BEFORE TAKING ORAL CONTRACEZPTIVES
Tell your health care provider if you have:

o Breast nodules. fibrocystic diseazse of the breast, an abnormal breast
X-ray or mammogram.

¢ Diabetes

o Elevated cholesterol or trigiycerides

© High blood pressura

O Migraine or other headaches or epilepsy

O Mental depression ,

© Gallbladder, heart or kidney disease

o History of scanty or irregular menstrual periods

Women with any of these conditions should be checked oiten by their health care
provider if they choose to use oral contraceptives.

Also, be sure to inform your doctor or hezlth care provider if you smoke or are
on any medications.
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1. Risk of developing blood clots

Blood ciots and blockage of blood vessels are the most serious side evvects o7
tzkinc orzl contraceptives. In particuiar, & clot in the legs can cause
tis. and a clot that travels to the iungs can cause sudden blocking

Q.

vy, clots occur in the bloo

i | S
vessel carrying Dlood to the lungs. | .
vision, or impairec vision.

L G c
vessels o7 the eye and may cause blindness. doubi

f you take oral contraceptives and need elective surgery, nesd to stay in bed
for & prolonged illness or have recently deliversc a baby. you may be at risk of
developing blood clots. You should consult ycur doctor about stopping oral
contracentives three to four weeks betore surgery and not taking oral contracep-
tives Tor two weeks aftter surgery or during bed rsst. You shcuid also not take
ora] contracentives soon after delivery of & babv. It is advisable to weit Tor
at Jezz: Tour weeks atier delivery iT you are ncT breast tseding. IT you are
brezst fseding. vou should wait until you have wezned your child before using the
piil. (See also the section on Breast Fesding in General Precautions.)

2. Heart attacks and strokes

Oral contraceptives may increase the tendency to develop sirokes (stoppage or
rupture of blood vessels in the brain) and éngina pectoris and heart attacks
(blockage of blood vessels in the heart). Any of these conditions can cause
dezth or disability.

Smoking greatly increases the possibility of sufTering heart attacks and strokes.
Furthermore, smoking and the use of oral contrzcesptives greatly increase the
chances of developing and dying of heart disezse.

i

3. Gellbladder disease

Oral contraceptive users probably have a greater risk than nonusers of having
gallbladder disease. although this risk may be related to pills containing high
doses oT estrogens.

4. Liver tumors

In rare cases, oral contraceptives can cause benign but dangerous liver tumors.
These benign liver tumors can rupture and cause fatal internal bleeding. In
addition. a possible but not definite association has been found with the pill
and liver cancers in two studies, in which a few women who developed these very
rare cancars were found to have used oral contracsptives for long periods. How-
ever. liver cancers are extremely rare. The chance of developing liver cancer
from using the pill is thus even rarer.

5. Cancer of the reproductive organs and breasts.
There is. at present, no confirmed evidence that oral contraceptives increase the

risk of cancer of the reproductive organs in human studies. Several studies have
found no overall increase in the risk of develcping breast cancer. However,
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women who uss cral contraceptives and have & strong family history of breast
cancar or who nave bresast noduiss or zabncrmat mammogram should be clesely
foli

wed by their doctors.

[@ )]

Scme studies have found an increzsz in
women who use oral contraceptives.
fac=ors other then the use of ora!

ESTIMATED RISK OF DEATH FROM A BIRTH CONTROL METHOD OR PREGNANCY

Al methoqs 0T dirth contro1 and pregnancy are associated with a risk of develop-
ing certain diseases which may lezd to disability or death. An estimate o7 the
numbar of dezths associatad with diTferent methocs of birth control and pregnanc

j
has been calculated and is shown in the foliowing table.

ANNUAL NUMBER OF BIRTH-ReLATzD OR METRCD-
RELATED DEATHS ASSOCIATED WITH CONTROL OF
FERTILITY PER 100.000 NONSTERILZ WOMEN, BY
FERTILITY CONTROL METHOD ACCCRDING TO AGt

Metncc of control 15-1¢  20-24  25-7Z¢ 30-34 35-39 40-44
and outcome ‘
No fertiiity 7.0 7.4 ¢ 1 14.8 25.7 28.2
control methods™
Oral contraceptives 0.3 0.5 0.9 1.9 13.8 31.6
non-smoker**
Oral contraceptives 2.2 3.4 6.8 13.5 51.1 117.2
smoker**
Iup** 0.8 0.8 1.0 1.0 1.4 1.4
Condom™ 1.1 1.6 0.7 0.2 0.3 0.4
Diaphragm/spermicide* 1.8 1.2 1.2 1.3 2.2 2.8
Pericdic abstinence* 2.5 1.6 1.0 1.7 2.9 3.6

*Dezths are birth related
**Deaths are method related

In the above table, the risk of desth from any birth control method is less than
the risk of childbirth, except for oral contraceptive users over the age of 35
who smoke and pill users over the age of 40 even if they do not smoke. It can
be seen in the table that for women aged 15 to 39, the risk of death was highest
with pregnancy (7-26 deaths per 100.00 women. depending on age). Among pill
users who do not smoke. the risk of death is always lower than that associated
with pregnancy for any age group. although over the age of 40, the risk increases
to 22 deaths per 100,000 women, compared to 28 asscciated with pregnancy at that
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WARNING SIGNALS

IT any of these adverse e7facis occur while ycu zre taking oral contraceptives,
call your doctcr immediately:
© Sharp chest pain, coughing of dlood, or sucdden shortness of breath
(indicating a possible clot in ths lung)
O Pzin in the caif
(indicating a possiblie ciot in the leg)
© Crushing chest pain or heaviness in the chast

(indicating a possible heart attack)

0 Sudden severe headache or vomiting, dizziness or fainting. d1suur:arces
of vision or speech, weakness, or numbness in an arm or leg
(indicating a posstble stroke)

o Sudden partial or complets loss of vision
(indicating a possible clot in the eye)

© Breast lumps
(1nc~c3txng poss Dle breast cancer or Tibrocystic disease of the breast:
ask your doctor or health care provwce" to show you how to examine your
brezsts)

© Severe pain or tenderness in the stomach area
(indicating a possibly ruptured liver tumor)

© Difficulty in siesping, weakness., lack of energy. fatigue. or change in
mood {(possibly indicating severe despression)

o Jaundice or a yellowing of the skin or eyehballs, accompanied frequently
by fever, fatique. loss of appetite, dark colored urine, or light colored
bowel movemenus (indicating pos;wo?e liver probiems)



“0
o)
—1

~

(@)

~

O

(§9)
U

o

[{o]

1))

NN

’_l

— - -

y very from slight stzining betwesn menstrual peri
which is a Tlow much liks 2 regular pericd. Irr
ften during the Tirst few months of orzl contracepti

Tar vagingi bieeding or spotting mey occur while you zre taking the
"l -

i
-

‘O U
2T
gl ¥ Q]

1]
U

[V T
V(D (D

¢

—17y 3y

kD

1
t
g
S

< (b O

o)
r
5

M .

[43)
Q

1ing OCCurs most
us may also occur atier vou have been taking the pill 7vor some time. Such
blesding may be temporary and usually does not indicate any serious probiems.
It is important to continue taking your pilis on scheduls. IT the blesding
occurs in more than one cycle or lasts for more than a few days. talk to your
doctor or heaith care provider.

OO U r—t—

T you wear contact lenses and notice & chan
t

1 ; e invision or an ingdility to wear
vour lenses. contact your doctor or heal a

3
h cars provider.

3. Fluid retention

Cral contraceptives may cause edema (fluid rsitention) with swelling ov the
Tingers or ankles and may raise your blood pressurs. IT you experience Tiuid
retention, contaci your doctor or health cars provider.

4. Melasma

(D

A spotty darkening of the skin is possible, particularly of the fac
5. Other side eftects

ts may inciude change in appeli
ness, loss of scalp hair. rash. an

Ta ita, headache, nervousness.
v nd

Other side ef
i vaginal intections.

depression. d

C
Zi

I¥ any of these side effecis bother you, czll your doctor or health care
provider.

GENERAL PRECAUTIONS

1. Missed periods and use of oral contracestives before or during early
pregnancy .

There may be times when you may not menstruate regularly after you have completed
taking a cycle of pills. If you have taken your pills regulariy and miss one
menstrual period. continue taking your pills for the next cycle but be sure to
inform your health care provider before doing so. If you have not taken the
pills daily as instructed and missed a menstrual period. or if you missed two
consecutive menstrual periods. you may be pregnant. Check with your health care
provider immediately to determine whether you are pregnant. Do not continue to
take oral contraceptives until you &re sure you are not pregnant, but continue
to use another method of contraception.
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Thers is no conclusive evidence that oral cortrzzsptive use is associated with
an incrszse in Sirth defects. when tfaken inécverTantly during sarly pregnancy.
Previcusly, a tew studies had reported thet cral contreceptives might be
associated with birth defects. but these stuliss have not been confirmed.
Neverthsless. oral contracentives or any other crugs should not De used during
pregnancy unless clearly necessary end prescritsd Dy your doctor. You should

check with your doczor about risks to your untcrn child of any medicaticon taken
during pregnancy

2. While breast feedi

—a
-3
Q0

-1

you are breast fesding, consult your doctor ~=fore starting oral contracap-

ives. Some of the drug will be passed on to the child in the milk. A few

verse affects on the child have been renortsd. including yellowing of the skin

‘ce) anc breast enlargement. In addition, cral contraceptives may decrease

i quglity of your milk. I7 possibiz. do not use orai contraceptives

i You should use another method oF contracespticn since

r ies only partial protection Trom becc and this

1 on cecreases signiticantly as vcu breast feed Tor

ne. You shouid consigder starting oral contraceptives o
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3. Laboratory tasts

your doctor you are taking

If you are scheduled for any laboratory test 1 3K ]
ected by birth control pilis.

c -
birth control piils. Certain blood tasts may be i3

-
-

-
!
T

4. Drug interactions

Certain drugs may interact with birth control piils to make them Tess eftective
in preventing pregnancy or cause an increase in breakthrough bleading. Such
drugs include rifampin, drugs used for epilsnsy such as barbiturates (for
example, phenobarbital) and phenytoin (Dileniin is one brand of this drug).
phenobarbital) and phenytoin (Dilantin is one brznd of this drug. phenylbutazone
(Butazolidin is one brand) and possibly certain zntibiotics. You may need to use
additional contraception when you take drugs which can make oral contraceptives

less effective.
5. Sexually transmitted diseases

This product (1ike all oral contraceptives) is intended to prevent pregnancy.
It does not protect against transmission of HIV (AIDS) and other sexually
transmitted diseases such as chlamydia, genital herpes, gential warts, gonorrhea,
hepatitis B, and syphilis.
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Lzbeling Guidance -

HOW TO TAKE THE PTLL

IMPORTANT POINTS TO REMEMBER

BEFORE YOU START TAKING YOUR PILLS:
1.

BE SURE TO READ THESE DIRECTIONS:
Before you start taking your piiis.
Anytime you are not sure what to do.

THE RIGHT WAY TO TAKE THE PILL IS TO TAKZ ONE PILL ZVERY DAY AT THE SAME

TIME.

IT vou miss pills ycu could get pregnant. inis includes starting the pack
ate. '

The more pills you miss, the mors likely you are to get pregnant..

MANY WOMEN HAVE SPOTTING OR LIGHT 3LEEDING, OR MAY FEEL SICK TO THEIR STOMACH
DURING THE FIRST 1-3 PACKS OF PILLS.
If you Teel sick to your stomach, do not stop taking the pill. The problem

< will usuzlly go away. If it doesn't go away. check with your doctor or

clinic.

MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING. even when you make
up these missed pills.

On the days vou t3ke 2 pills to make up for missed pills. you could also feel
a 1ittle sick to your stomach.

IF YOU HAVE VOMITING OR DIARRHEA, for any reason. or
IF YOU TAKE SOME MEDICINES. inciuding some antibiotics, your pills may not

work as weil. ' i '
Use a back-up method (such as condoms. Toam, or sponge) until you check with

your doctor or clinic.

IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, tzlk to your doctor or
clinic about how to make pill-taking easier or about using another method of
birth control.

IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN THIS
LEAFLET, ca11 your doctor or clinic.

BEFORE YOU START TAKING YOUR PILLS

DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL.

It is important to tazke it at about the same time every day.
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2. LOOK AT YOUR PILL PACK TO Sz= IF IT HAS Z1 QR 28 PILLS:

The 21-pill pack has 21 "ective” [insart coior] pilis (with hormores) to take
for 3 weeks, Tollowed by I wesk withcut pills.

The 28-pill pack has 21 "active" [insert color] pills (with hormones) to take
for 3 weeks., Tollowed by 1 week of remincer [insert color] pilis (without
hormones) .

3. ALSO FIND:

ot
ot
[¢F]
~
pu )
o |
f@]
@)
—a
——
—
[%]

1) where on the pack to star?
2) in what order to take the pilis (Follow the arrows) and

3) the week numbers as shown in the picturs beiow.

AN SR [1abel colors]

-

[Picture of pill pack is not nesded i it appears on a separzte brief summary.]
4. BE SURE YOU HAVE READY AT ALL TIMES:

ANOTHER KIND OF BIRTH CONTROL (such zs condoms. Toam or sponge) to use as a
back-up in case you miss pilis.

AN EXTRA, FULL PILL PACK.

WHEN TO START THE EIRST PACK OF PILLS:

You have a choice of which day to start taking your first pack of pills. Decide
with your doctor or clinic which is the best day for you. Pick a time of day
which will be easy to remember.

DAY 1 START:

1. Take the first "active" [insert color] pill of the first pack during the
first 24 hours of vour period.

2. You will not nead to use & back-up method of birth control. since you are
o starting the pill at the beginning of your period.
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SUNDAY START:

akes the first “"active” [insert co:or] niii of Th
f+ar vour pericd steris. even iT vou ars suill
;

Tirst pack on the Sundzv
St i
ns on Sunday. start the peck thet same Gey.

o
biesding. If your period

N
e
St

back-up method iT ycu have sex
st pack until the nsxt Sunczy
good back-up methocs of birth

other method of birth conTrsl és
e From the Sunday you starT your
sy. Condoms, foam, or the sponge
1

Q) —, 1
i

WHAT TO DO DURING THE MONTH:

17 TAKE ONE PILL AT TRE SAME TIME =VERY DAY UNTIL THE PACK IS eMPTY.

‘Do not skip pills even 1 you arg spotiing or bleeding betwesn monthiy
periods or Teel sick to your stomacn (nauses

Do not skip pills even iT you do not have sex very ofien
2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND QF PILLS:

21 pills: Wait 7 days to start the next pack. You will probably have your
period during that week. Be sures that no more than 7 days pass between

21-day packs.

28 pills: Start the next pack on the day after your lest "reminder" piil.
Do not wait any days between packs.

WHAT TO DO IF YOU MISS PILLS

I you MISS 1 [insert color] “active" pill:

1. Tagke it as soon as you remenm D r. Take the next pill at your reguiar
time. This means you may take 2 pills in 1 day.

2. You do not need to use a back-up birth control method if you have sex.
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T vou MISS 2 [insert ccior] "active’ niils in 2 row in WEZX 1 OR WEEK 2 o7 vour
ack

1. Take 2 piils on the cay vou rememier ancC 2 pilis the next day

2. Then take 1 2911 & day until you Tinish the pack

3. You MAY BECOME FREGNANT iT you have sex in the / davs after you miss
pills. You MUST use another birth control method (such as concems.,
foam. or sponge) as & Dack-up Tor tnose / days.

7 vou MISS 2 [insert color] "active” pilis in & row in THE 3rd WEEK:

1 I7 you are a Day 1 Starter: _ |

THROW OUT the res: of the piil pack ond start & new peck that same Cay
If you are a Sunday Starter: 4

Keep taking 1 piil every day until suncay.

On Sunday. THRCW OUT the rest of the pack and siart a new pack of pilis

that same day.

2. You may not have your period this month but this is expected. However,
if you miss your pericd 2 montns in a row, cz11 your doctor or clinic
because you might be pregnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 davs after you miss
pills. You MUST use ancther Dirth control method (such as condoms,,
foam. or sponge) &s a back-up for those 7 days.

f you MISS 3 OR MORE [insert colorl] "active” pilis in & row (during the Tirst
weaks).

1. If you are a Day 1 Starter:

THROW OUT the rest of the pill pack and start & new pack that same
day. :

If you are a Sunday Starter:

Keep taking 1 pill every day until Sunday.

On_Sunday, THROW OUT the rest of the pack and start a new pack of
pills that same day.

2. You may not have your period this month but this is expected.
However, if you miss your period 2 months in & row, call your doctor
or clinic because you might De pregnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 _davs atter you miss

You MUST use another birth control method (such as condoms,

pills.
for those 7 days.

foam, or sponge) as & back-up
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A REMINDER FOR THOSZ ON 28-DAY PACKS: ‘
I forget any of the 7 [insert ccior] "remincer

THROW AWAY the pills you missed.
Kesp taking 1'pill szch dey until the pack is =mpiy.

You do not need & back-up method.

FINALLY, IF YOU ARE STILL NCT SURE WHAT TO DO ABCUT THE PILLS YOU HAVE MISSED:
Use & BACK-UP METHOD znytime you have sex.

KEEP TAKING ONE ACTIVE PILL EACH DAY until you can reach ycur docter or clinic.

PREGNANCY DUE TO PILL FAILURE

The incidence of pill failure resulting in pregnancy is approximately one percent
(i.e.. one pregnancy per 100 women per year) if taken every dey as directed, but
more typical failure rates are about 3%. IT Tailurs does occur, the risk to the
fetus is minimal.

PREGNANCY AFTER STOPPING THE PILL

There may be some delay in becoming pregnant afizsr you stop using oral contracep-
tives, especially if you had irregular menstruzl cycles before you used oral con-
traceptives. It may be advisable to postpone conception until you begin menstru-
ation regularly once you have stopped taking the pill and desire pregnancy.

Thers does not appear to be any increase in birth defects in newborn babies when
pregnancy occurs soon after stopping the pill.

OVERDOSAGE

Serious 111 effects have not been reported following ingestion of large doses ot
oral contraceptives by young children. Overdosage may cause nausea and with-
drawa] blesding in females. In case of overdosage, contact your health care

provider or pharmacist.



CC Lapeling Guidancs - Dezailed 2P (6/67 Sizz 48
[

QTHER INFORMATION

Your hezlth care provider will tase 2 mecdicz’ and family history setc 5-
ing orai contracedtives &nG wii: 2xamine ¥cu. The phyvsical exzmin se
delayed to another time 17 vou rscuest it zng the hezith care orovi es
that it is & good mecical praciics To posizons it.  You shoule 5z resxams red 2t
least oncs g year. Be sure T0 irform you heslth cars providar i° thars g
vamily nistory of any of the concitions liszad previcusly in thjs Jezfie-. Be
surs 0 kesp all appointments with your hezith care provider. peczuse this s -
time to determine 17 there are early signs o7 side effects of orz] coniracsestive

Do not use the drugc for any ccncition cther than the one Tor which = was
prascribeC. Tnis drug has Deen prascrided : i 2 it
gthers whe mey want Sirth conirol oiils.

HEALTH BENEFITS FROM ORAL CONTRACZPTIVES

In addition to preventing pregnancy. use of oral contraceptives mey provids
certain benefits. They ars:

C mensirual cycies may become more regulier

© blood flow during menstruation may be lighter and less iron may be lost.
Therefore. anemia due to iron deficiency is less likely to octur.
pein or other symptoms during menstruztion may be encounzersd less
Trequently.
ectopic (tubal) pregnancy may occur less frequently
noncancerous cysts or lumps in the brzast mey occur less fraquently
acute pelvic inflammetory disease mey occur less freguently
oral contraceptive use may provide somes protection against deveioping iwo
forms of cancer: cancer of the ovaries and cancer of the Tining of the
uterus. :

O

0000

If you went more information gbout birth control piils, ask your doctor or
pnarmacist. They have a more technicel leatlet called the Prescribing Informa-
tion which you may wish to read.

DATE OF LATEST REVISION: Aug 1994
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